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A. 

Animals Covered 

By The Animal 

Welfare Regulations 

UR UNDER CONTROL C 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

)F RESEARCH FACIUTt 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving druQS. 

' {Attach additional sheets if nece 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

ssary or use APtiiS PORM 7023A t ~ 

1 E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 

1 conducted involving accompanying pain or distress 

to the animals and for which the use of appropriate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C > 
D^E) 

4. Dogs 

0 

749 

129 

18 

896 

5. Cats 






6. Guinea Pigs 






7, Hamsters 






8. Rabbits 

L 0 

347 

31 

13 

391 

9. Non-Human Primates 

37 

522 

104 
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10. Sheep 





0^0 

11. Pigs 
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13. Other Animals 
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2) Each pnncipal investigator has considered alternatives to painful procedures. 
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4, rercrnT"™" 

aspects of animal care and use. research facility has appropriate authority to ensure the provision of adeguate veterinary care and to oversee the adequacy of other 
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A) Explanation of Category E Studies 



“"‘'“"•7° "'""‘‘‘■•"i '•cquiremcms, promulgated by the US 

Food and Drug Adm.mstratton (FDA). These regulations specify pre-clinical testing renthrements 
ecessary for approval of new drugs. Specific regulations include the following: 


2 1 CFR 3 1 0, New Drugs 

21 CFR 312.22, Investigational New Drugs/Biologics 

2 1 CFR 3 14 Application for FDA Approval to Market a New Drug or Antibiotic Drug 
International Conference on Harmonization (ICH) Guideline M3 on Non-Clinical SafSy 
Studies for the Conduct of Human Clinical Trials in Pharmaceuticals - Guidance for InLtry 
US Food and Drug Administration, Center for Drug Evaluation and Research (CDFR) Cen^r 
for Biologies Evaluation and Research (CBER), 1997 ^ kj, L,enter 

International Conference on Harmonization (ICH) Harmonized Tripartite Guideline (S5A): 
Detection of Toxicity to Reproduction for Medicinal Products, III/3387/93 
Intemational Conference on Harmonization (ICH) S3 A: Guideline on the Assessment of 
Systemic Exposure in Toxicity Studies, 1994. 

Augusm^b! Pharmaceuticals, 

Intemational Conference on Harmonization (ICH) S5B: Maintenance of the ICH Guideline 
on Toxicity to Male Fertility An Addendum to the ICH Tripartite Guideline on Detection of 
Toxicity to Reproduction for Medicinal Products 

m'^OEcn’^^.iI'i' snxly iu Non-rodums. 

& Durelopmunt 0''8="isa>ion for Economic Cooperation 


Species 

Number of 
Category E 
Animals 

Dogs 


Dogs 

Z. 

Dogs 

1 

Dogs 

3 


Description 


Animals were exposed to test compound via or^avage for^i^^^^^Tfi^ 
article effects were evident in 2 dogs. Consequently, these animals were 
humanely euthanized. 

Animals were exposed to test compound via oral capsule for 13 weeks Test 
article effects were evident in 2 dogs. Consequently, these animals were 
humanely euthanized. 

Animals were expe^ tes^pound via oral gavage as a single dose 
(range finder), followed by 3 consecutive days of dose. Test article effects 
were evident in 1 dog. Consequently, this animal was humanely euthanized. 

Animals were exposed to test compound via oral gavage for one day Test 
article effects were evident in 3 animals. These animals were humanely 
euthanized. ^ 
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Number of 
Species Category E 

Animals Description 



Dogs 


Dogs 


Rabbit 


9 Animals were exposed to test compound via inhalation for approximately 

seven days. Test article effects were evident in 9 dogs. Animals were initially 
treated for these effects, and then humanely euthanized. 

1 Animals were exposed to test compound via inhalation for 1 day. Test article 

effects were evident in 1 dog. This animal was initially treated for these 
effects, and then humanely euthanized. 

1 Animals were exposed to test compound via oral gavage for approximately 2 

weeks. Test article effects were evident in 1 animal. This animal was humanely 
euthanized. 


Rabbit 


Rabbit 


Rabbit 


Rabbit 


Rabbit 


Rabbit 


2 Animals were exposed to test compound via intravenous injection, for 

approximately two weeks. Test article effects were evident in 2 animals. 

Dosing was discontinued for one of these animals, and the second animal was 
humanely euthanized. 

2 Animals were exposed to test compound via oral gavage for approximately 2 

weeks. Test article effects were evident in two animals. Consequently, these 
animals were humanely euthanized. 

1 Animals were exposed to test compound via oral gavage for approximately two 
weeks. Test article effects were evident in one animal. Consequently, this 
animal was humanely euthanized. 

2 Animals were exposed to test compound via oral gavage for approximately 2 
weeks. Test article effects were evident in 2 animals. Dosing was discontinued 
for one of these animals, and the second animal was humanely euthanized. 

2 Animals were exposed to test compound via oral gavage for approximately 2 
weeks. Test article effects were evident in 2 animals. These animals were 
humanely euthanized. 

3 Animals were exposed to test compound via oral gavage for approximately 4 
days. Test article effects were evident in 3 animals. These animals were 
humanely euthanized. 
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B) Summary of lACUC-approved exceptions to the Standards and Regulations: 

• 58 dogs were exempted from the exercise requirement for 14 days during surgical recovery for 
implantation of a telemetry implant, bile collection port, or vascular access port 

• 1 dog was exempted from the exercise requirement for 1 0 days during surgical recovery for 
implantation of a subcutaneous telemetry implant. 

• 11 dogs were exempted from the exercise requirement for 2 days for individual cardiovascular 
telemetry data collection. 

• 1 dog was exempted from the e.xercise requirement for 3 days during individual cardiovascular 

telemetry data collection 

• 16 dogs were exempted from the e.xercise requirement for 6 days during individual cardiovascular 
telemetry data collection. 

• 8 dogs were exempted from the exercise requirement for 8 days for individual cardiovascular 
telemetry data collection. 

• 8 dogs were exempted from the exercise requirement for 10 days during individual cardiova.scular 
telemetry data collection. 

• 4 dogs were e.xempted from the exercise requirement for 1 8 days during individual cardiovascular 
telemetry data collection. 

• 4 dogs were exempted from the exercise requirement for 23 days during individual cardiovascular 
telemetry data collection. 



